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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e)the invention was described in (1)an application for patent, published under section 122(b), by another 
filed in the United States before the invention by the applicant for patent or (2) a patent granted on an 
application for patent by another filed in the United States before the invention by the applicant for patent, 
except that an international application filed under the treaty defined in section 351(a) shall have the effects 
for purposes of this subsection of an application filed in the United States only if the international application 
designated the United States and was published under Article 21(2) of such treaty in the English language. 

Claims 23, 24, 26 and 27 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Gorek (US 6,752,809). 

Gorek discloses a method of introducing fluid into a bone including the steps of: 
advancing a threaded cannula or "bone tap" 100 having openings 110 communicating 
with a passage 104 utilizing an applicator or "driver" 118; introducing fluid or "bone 
cement" to the bone through the openings; and introducing a bone screw into an 
opening created by the cannula or bone tap (Figs. 1a-1c, col. 2, lines 53-67, col. 3, col. 
4, 1-63, col. 5, lines 35-67 and cols. 6-8). 

Claims 23, 24, 26 and 27 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Li et al. (US 6,610,079). 

Li et al. disclose a method of introducing a fluid into bone including the steps of: 
advancing a rivet or "bone tap" 70 into bone, the rivet having screw threads and 
openings; introducing fluid or polymer or "bone cement" into the surrounding bone 
through openings in the bone tap; and introducing a fastener such as a suture through 
an opening formed by the bone tap (Figs. 1B, 4B, 5A and 6, col. 2, lines 58-61, col. 7, 
lines 58-67, col. 8, col. 9 and col. 10, lines 1-16). 
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Claims 33-34, 36-38, 40, 42, 44-47, 49 and 51-53 are rejected under 35 
U.S.C. 102(e) as being anticipated by Daniel etal. (US 6,622,731). 

Daniel et al. disclose a method of introducing fluid into bone including the steps 
of: advancing an introducer or "bone tap" 292 into bone, the bone tap including a 
passage and one or more openings (312) communicating with the passage and 
threading (310) located near a distal end of the bone tap; introducing fluid or "cement" 
through the bone tap utilizing a fluid delivery system such as a syringe; and coupling a 
handpiece or "driver" to the bone tap to remove the bone tap from bone (Figs. 22-24C, 
col. 20, lines 25-59, col. 21, lines 59-67, cols. 22-23 and col. 24, lines 1-3). 

The steps of: introducing fluid to a first location; moving the bone tap and 
introducing fluid to a second location are inherent in the disclosure of Daniel et al. since 
a patient could have multiple sites requiring treatment. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 1 02 of this title, if the differences between the subject matter sought to be patented and the prior art 
are such that the subject matter as a whole would have been obvious at the time the invention was made to 
a person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

Claim 25 is rejected under 35 U.S.C. 103(a) as being unpatentable over Gorek 
(US 6,752,809) in view of Tague et al. (US 6,599,293). 

Gorek discloses all elements of the claimed invention except for providing a 
medicament or drug in the bone cement. 

It is well known to mix antibiotics or other desired drugs in bone cement so that 
when the bone cement is applied to a specific surgical site, the drugs leach out and are 
delivered directly to the surgical site as demonstrated by Tague et al. (col. 1 , lines 32- 
37). 

Accordingly it would have been obvious to have mixed a desired drug into the 
bone cement prior to delivery of the bone cement utilizing the method of Gorek since it 
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was well known in the art to mix a specific drug in bone cement prior to delivery of the 
bone cement to a specific surgical site so that the drug is delivered directly to the 
surgical site. 

The method steps of claim 25 are rendered obvious by the above discussion. 

Claim 25 is rejected under 35 U.S.C. 103(a) as being unpatentable over Li et al. 
(US 6,61 0,079) in view of Tague et al. (US 6,599,293). 

Li et al. disclose all elements of the claimed invention except for providing a 
medicament or drug in the bone cement. 

It is well known to mix antibiotics or other desired drugs in bone cement so that 
when the bone cement is applied to a specific surgical site, the drugs leach out and are 
delivered directly to the surgical site as demonstrated by Tague et al. (col. 1 , lines 32- 
37). 

Accordingly it would have been obvious to have mixed a desired drug into the 
bone cement prior to delivery of the bone cement utilizing the method of Li et al. since it 
was well known in the art to mix a specific drug in bone cement prior to delivery of the 
bone cement to a specific surgical site so that the drug is delivered directly to the 
surgical site. 

The method steps of claim 25 are rendered obvious by the above discussion. 

Claims 35, 43 and 50 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Daniel et al. (US 6,622,731) in view of Tague et al. (US 6,599,293). 

Daniel et al. disclose all elements of the claimed invention except for providing a 
medicament or drug in the bone cement. 

It is well known to mix antibiotics or other desired drugs in bone cement so that 
when the bone cement is applied to a specific surgical site, the drugs leach out and are 
delivered directly to the surgical site as demonstrated by Tague et al. (col. 1 , lines 32- 
37). 

Accordingly it would have been obvious to have mixed a desired drug into the 
bone cement prior to delivery of the bone cement utilizing the method of Daniel et al. 
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since it was well known in the art to mix a specific drug in bone cement prior to delivery 
of the bone cement to a specific surgical site so that the drug is delivered directly to the 
surgical site. 

The method steps of claims 35, 43 and 50 are rendered obvious by the above 
discussion. 

Claims 28, 31 and 32 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Gorek (US 6,752,809). 

Gorek discloses all of the claimed steps except for: (1 ) partially or completely 
withdrawing the bone tap; and (2) introducing fluid to a first location, moving the bone 
tap and introducing fluid to a second location. 

It is well known that during a surgical procedure if the chosen direction of 
insertion does not result in easy access to the target site, for example, due to the nature 
of the underlying bone, the surgeon would need to change the direction of insertion. 

The claimed method steps are within the purview of obvious design choice 
because partial or complete withdrawal of the bone tap might be necessary if the 
surgeon made an error in placement of the bone tap. Further, moving from one location 
to another might require either complete or partial withdrawal of the bone tap, i.e, 
moving of the bone tap, depending on the proximity of the first and second locations, 
based on the nature of the underlying bone. 

Claims 28, 31 and 32 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Li etal. (US 6,610,079). 

Li et al. disclose all of the claimed steps except for: (1) partially or completely 
withdrawing the bone tap; and (2) introducing fluid to a first location, moving the bone 
tap and introducing fluid to a second location. 

It is well known that during a surgical procedure if the chosen direction of 
insertion does not result in easy access to the target site, for example, due to the nature 
of the underlying bone, the surgeon would need to change the direction of insertion. 
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The claimed method steps are within the purview of obvious design choice 
because partial or complete withdrawal of the bone tap might be necessary if the 
surgeon made an error in placement of the bone tap. Further, moving from one location 
to another might require either complete or partial withdrawal of the bone tap, i.e, 
moving of the bone tap, depending on the proximity of the first and second locations, 
based on the nature of the underlying bone. 

Claims 39, 41 and 48 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Daniel et al. (US 6,622,731 ). 

Daniel et al. disclose all of the claimed steps except for partially withdrawing the 
bone tap. 

It is well known that during a surgical procedure if the chosen direction of 
insertion does not result in easy access to the target site, for example, due to the nature 
of the underlying bone, the surgeon would need to change the direction of insertion. 

The claimed method steps are within the purview of obvious design choice 
because moving to a specific location or moving from one location to another might 
require either complete or partial withdrawal of the bone tap, depending either on: (1 ) 
whether the surgeon made an error in approaching the target site; and/or (2) on the 
proximity of the first and second locations. 

Response to Arguments 

Applicant's arguments submitted under "REMARKS" in the response filed on 
April 25, 2008 have been fully considered but are not persuasive for the following 
reasons. 

Regarding the rejections over Gorek, as explained in this and the previous office 
action, Gorek discloses all elements of Applicant's claimed invention. Threaded 
cannula 100 is being interpreted to be a bone tap. Applicant's claim does not positively 
recite the step of creating a passageway in bone using the bone tap. Further, the 
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claimed method does not preclude the bone tap from being left in place for introduction 
of the fastener. 

Regarding the rejections over Li, it is noted again that Applicant's claim does not 
positively recite the step of creating a passageway in bone using the bone tap. Further, 
the claimed method does not preclude the bone tap from being left in place for 
introduction of the fastener. 

Regarding the rejections over Daniel, contrary to Applicant's arguments, Daniel 
discloses all elements of Applicant's claimed invention. Daniel discloses intraosseous 
injection of fluids such as bone cements (col. 20, lines 25-45). Regarding the limitation, 
"removable driver", Daniel discloses handpiece 296 to be coupled or "removably 
attached" to the proximal end of the introducer (col. 22, lines 7-23). 

The Examiner notes that to be entitled to weight in method claims, the recited 
structural limitations must affect the method in a manipulative sense, and not amount to 
the mere claiming of a use of particular structure. Ex parte Pfeiffer, 1962 CD. 408 
(1961 ). Therefore, use of terms such as "bone tap," "removable driver" etc. must affect 
the method in a manipulative sense. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anu Ramana whose telephone number is (571) 272- 
4718. The examiner can normally be reached Monday through Friday between 8:00 am 
to 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached at (571) 272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

AR 

July 17, 2008 



/Anu Ramana/ 

Primary Examiner, Art Unit 3733 



